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REMARKS 

The amendments to independent claim 6 are fully supported by the description ii 
the specification (e.g., page 7, lines 25-28; etc.). Additional amendments to 
independent claim 6, the amendments to claims 7 and 32, and the amendments to the 
specification were made solely for clarification. 

No new matter has been added. Upon entry of this Response, claims 6-7, 10-1 : 
and 32-34 remain present and active in the application. 

Substance of Interview 

Applicants would like to thank Examiners Jon Weber, Ph.D. and Kailash C. 
Srivastava, Ph.D. for the very courteous and helpful discussion held with their 
representative on January 23, 2008. 

During the discussion, it was agreed that the new matter rejection and the 
rejections under 35 U.S.C. § 1 12, first and second paragraphs would be withdrawn. In 
addition, it was noted that Roth et al. (U.S. Patent No. 5.545,535) does not teach or 
suggest using one and the same dye to discriminate between live bacteria and dead 
bacteria in a specimen that comprises both Gram positive and Gram negative bacteria 
as required by independent claim 6 as presently written. 

Claim Objection 

The objection to claim 32 under 35 U.S.C. § 132(a) for introducing new matter 
into the disclosure is respectfully traversed. 

As noted during the interview, the recitation in question enjoys explicit support 
from the specification as filed (e.g., page 15, lines 23-27; etc.). 

Accordingly, withdrawal of this ground of objection is respectfully requested. 
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35 U.S.C. S 112. First Paragraph 

The rejection of claim 32 under 35 U.S.C. § 1 1 2, first paragraph, as failing to 
comply with the written description requirement is respectfully traversed. 

As noted during the interview, the specification as filed provides ample 
description to support the recitation in question (e.g., page 15, lines 23-27; Example 2, 
page 29, line 14 to page 30, line 8; FIG. 6; etc.). 

Accordingly, withdrawal of this ground of rejection is respectfully requested. 

35 U.S.C. 6 112. Second Paragraph 

The rejection of claim 34 under 35 U.S.C. § 1 1 2, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
Applicants regards as the invention is respectfully traversed. 

As noted during the interview, the recitation that "the dead bacteria are stained 
more strongly than the live bacteria" particularly points out and distinctly claims subject 
matter that Applicants regard as the invention and, moreover, is explicitly supported in 
the specification as filed (e.g., page 13, line 12 to page 14, line 16; Example 1 , page 27, 
line 4 to page 28, line 23; FIG. 5; etc.). 

Accordingly, withdrawal of this ground of rejection is respectfully requested. 

Claim Rejections - 35 U.S.C. S 102/103 

The rejection of claims 6-7, 10-13, and 32-34 under 35 U.S.C. § 102(b) as being 
anticipated by or, in the alternative, under 35 U.S.C. § 103(a) as being obvious over Roth 
etal. with evidence provided by Mansour (U.S. Patent No. 4,665,024) is respectfully 
traversed. 

As presently written, independent claim 6 recites "calculating a number of live 
bacteria.. .and... dead bacteria" using the same "fluorescent dye" (i.e.. "said fluorescent 
dye"), and that the clinical specimen "comprises Gram positive and Gram negative 
bacteria" (emphasis added). This combination of elements is neither taught nor 
suggested by Roth et al. or Mansour. 
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As explained during the interview, a clinical specimen treated in accordance with 
the claimed Invention is divided into at least two parts to prepare first and second assay 
samples. Dead bacteria in the first assay sample are stained by a fluorescent dye. and 
all bacteria in the second assay sample are stained by a combination of this same 
fluorescent dye and a surface active agent. Live bacteria are then calculated based on 
the total bacteria count obtained from the second assay sample and the dead bacteria 
count obtained from the first assay sample. Thus, the claimed method enables 
discrimination between dead and live bacteria using the same fluorescent dve and is 
applicable to specimens containing both Gram positive and Gram negative bacteria. 

As further explained during the interview, the ability to discriminate between dead 
and live bacteria using the method described in Roth et al. would require the use of both 
a Formula I and a Formula III dye (e.g., Table 6, columns 21-22). Roth et al. contains 
no teaching or suggestion as to how this discrimination could be achieved using the 
same fluorescent dye, as required by independent claim 6, except in the isolated 
circumstance in which a sample is "known to contain only Gram negative bacteria" (col. 
1 3, lines 29-31 , emphasis added). Roth et al. and Mansour, individually or in 
combination, contain no teaching or suggestion of using a single fluorescent dye to 
discriminate between live and dead bacteria in a sample that comprises Gram positive 
and Gram negative bacteria, as required by independent claim 6 as presently written. 

Accordingly, for at least the reasons set forth above, Applicants respectfully 
submit that the claimed invention is neither anticipated by nor would have been obvious in 
view of Roth et al. and Mansour, individually or in combination. Accordingly, withdrawal of 
this ground of rejection is respectfully requested. 

Conclusion 

In view of the Amendment and Remarks set forth above, Applicants respectfully 
submit that the claimed invention is in condition for allowance. Early notification to such 
effect is earnestly solicited. 
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If for any reason the Examiner feels that the above Amendment and Remarks 
not put the claims in condition to be allowed, and that a further discussion would be 
helpful to advance prosecution, it is respectfully requested that the Examiner contact 
undersigned agent directly at (312)-321-4257. 



Respectfully submitted, 



Gregory^/. Z§yia,G3n£< 
Registration No. 48,059 
Agent for Applicants 




BRINKS HOFER GILSON & LIONE 
P.O. BOX 10395 
CHICAGO, ILLINOIS 60610 
(312) 321-4200 
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